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EmAORDlNAirY 

«nnn—3—OT-Bfw (j) 
PART]^-Sectioa3-8ub-w^ 

uim(^ 

JVBUSHmBYAUTOmnY 

^ 1^91^, SWIJIjT 31, 2g06/lll8llK 9, IMS 

new PKIJI,TUBgDAY. OCT(H»ER31. 38WaiiiamKA>,181» 


wnwH ak iift*nT 3F?«n^ i<wwf 
aURJENT 

, . , ani^, 2006 

67 »( ar).—aJhf^ ^ ■sram’i 1 *m, 1945 ^ ^f#w ibt^ ^ ftp? 

fpmf ^ fSiHfiiftM am, 3 JW^.alt 3 HIWI itrofr aiftiPraa, 1940 (1940 ^ 23 ) ait to 12 afk nto 
33 ^ artwpR TOi sfr wra, arairon, to n. Efe 3 ,aa"-Ete (i), widEt 2 »ito, 2005 TOi ^ 
^aiTO 'aftro TOTOi toto (aaiTO ftro) aft a i ftma ai 4 maa-lft, , 52 i<a?), ai^ 2 amaa, 
2005 ^ aNta aanftia flaai aat aii ftraftf ^ artt wiftaaf a# am ^^aft afroai «ft, 
a« aift«i ift ^maft a« aroa aft aftraf aaa<40{q!9M)anftl8i aft af <ft, TOai aft aroaa to 

ift af «ff, fta aft aiaft ^ TOifta ^ ^ Si^ afttgiRiajaBafta ftn? aa 4 ; 

. ■ ■p« « 

ant aaa aara afiiaf aaai aft 3-8-2005 aft ^arot asa# af 

!3aa am ftaaf ar aiaftt # iflat aam*ft ara'iamH'ar ar ftSfta aasR 

51 a ftlTO TOftiat aat ft I 

TOti 3ia, af^la a<a>H aaa aiWftiaa ^ to 12 aar to 33 oa'saaaiftRPifaftaaiaaPift ^ 
aftafft aa>fttaft aroaiR iftft ft aaaft iftift ift aron, aftaft* aftr aaiaa aiaftt ftaa, 1945 aa afft 
TOtaa arift^ift ftia ITOt^TO fna aanit ft, arofi^ .— 

1 . (0 laftaaf wftftpaTO.aftafti ?f)kaamai»flft (afaaf aftftaa) ftwa, 2006 ft I 

( 2 ) ft aaaa ft ?aft arow aft aiftat aft ai at aft aft aaroipp #t I 

z sft^alftaaTOTOiftftaa, i945ft,3j3fftE 1 ^TOaarftftaftilBaijifttafttainpft 




+ 
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i 51 

i 

I ” (f^85-^(2)^) 

% ^ 3^7 -qfoR, W rrafT ^ 3?^^:- 


[. 1 - R 3(k ^ 3Rf^ ^ ^ ^ TOT % 

W’ cH^^tTRI ^ ^5T^ TR^ f^iTft 

^^T^liqn ^ ^ 1 ^iItTR % ^ ^ ?W I ^ ^ TRtR 

«*TRT^T^’Tr 3ftT 3nqft|q^^^ i 


.2 






TO- 




jNt4 

^Rfer 


■- ■qfeR ^ fW4f^ 3fNM % Wtto % ‘m ^ 3Rr y^l'^in % feir ^ 

^ 3TO^ # eft, ^ 3TFR TOf ^ 3qcW ^RTi ^ TRJrft |l 3TqfT^ ^TEtft 

, ^f%TT ^IMfUiili ^ "3^ 1^ T?TRf 4 3flT ^iTO ^RT ^ ’ifeTT % 
3^H^<'^a <^iHyl %fciPinWi ^^iTSr> ^T^RRf I cTFR, 
ipFR, 4f%R 3^ 3TT^ ^ ^ 3TR?TO t, TR^T WmW 37^WT % Pi+idrfl 


^ 375 ^ 






%TO^3^TTR(tft5^%fe^!^H ^TOT^#tf^^«P 
% TT^AjRR ^ ^ I 


^ TTcjlfelrl sflT dIMHH ^ TOT aT^JTOTT fTO ^ TTgf^ 3#? 

37TTTTOT^ ^ I 37 ^^, f^FRit T^PJ^, r7«7T ^ TO TOrit ^ ^TOTT #IT 

I 3T^ft7eT I, ^ 37f^Taf#q?r fer | ^ 37^^ 37Tf^ 

1^ 3#tT 3^7^ ellfe 37^qRf 3^ 3^T^ cT^ ^ ^ ^ T^ 

3f^#Rf % fc^rHHWt A ^ ^ T^Tf^ frof ^ TTTO ^W7%r7T 4 




ri^IxT ^uid'fn ^ #7T rRT ^ ^ ^ ^ ^ TO ^ TITOt^ ^5ft^37t 


|tt) i ^ PiMdH- ^:TO[, ^5pT#7^ m\ 37^iT#7^ 37qf?rs^ ^ ^ ^ tTOR 

fmRT ^ ^ TM^ fsri^ 4 1^I%R t 3^ ^ % T^ 4 ^ 1^ fe’STO 

I# t, jfft # Flf^rfe fro TOHT CRT 3TO TOT fHMdR fTO TO^ ^ ^HeH ^Wff 

^#1 



N) chH^aiH I a r filPpH T . 37 Mto, 1948 (1948 ^ 37 f^l^T^ 63 ) % ^ ^ TO 

pl^l, ^ HleH I^RT '^ll^Mi I 


!f*WI|lli luffin' 


ii'««Mi'»|ifn-i‘Hii 


..I"' ♦!':!•■ 




[VRn—•SP^3(i)] ___ ^ _ 

(^0 ^arnf: afNM % Mhh\»\ ^ r^^j^HHiH ^ f^ff#> 

3t?ri?T ct^Tscll 4^IH^il4^ %^I^, ^f(%n 37lf^ ^ rn^l'HH % 

rWT'(ci'^ni % 1^*11 ''ll^Mlj f1^H<‘in ?T^ 

(^) ^^^qPT; Wb^ ^Pciimii ^wi^r ^ ^ ^ ^ aflr 

3flT ’Ism ^ % 1^=1^ '^m 4 ^ "qr 3 #t 

(w) ^ ^ ^ ai^qprf 4 3r<TQ(fd'd ml qff^ aflr qRurrq <jMii«wdi #r, ^^g?3T^ 

'A\i*h 4)i 4 ^^Kuidiii iwft, 
ifOTqr^mifaiTqTq^feywi 

(^) oiidin ll?Nn qqiTcT ^^ 3TWHf, qi^ qrf^ % ^ 

^rn^ 3fiT ^ \ci<I?n ^7^ % f^, ^eTlt, 4^'4»lt, ^ ^iifiti qirf m^I^ 

q^ 3Tc!q^TcTqq^qity^>iqqr^qRqi?^qqrSTiq^q^rTT^, iM^«»n 

sq^q^^qn^i qili^4q^atmt afl?% 1^^^ 
qiT qqtq fq^qr mq q^ 3nqRf qqr ^ ^ ^nqfoqt %iqpt ^znr ^sir^ % ^q^qq qfqsqr 
fqt^ 3^lT 3mrt ^nqqtl ^r^lR^q> >3^mHf #.#q)q 31o(Vl1fq?T q^ ^?q># t qr ^ q^3lt qit 

^JqrT qJT^ q^^ ^WiqqT ^ qqfq fqjqf ^ ^4)MI I M^om ?ftw qq 3TTqH S^RTlq qJT 

^q I q^mw3lt7^^^Tqqiq%qwmtqq^#qf^ aqqR’^q^rq^fWqqqq^^qr 

q^3lt q?^ qr 37^q«q ^ ^ ^piqqr ^ qq^ q>^ ^icm qiqq q ^ I 3qqTq 'Mq<wi ^^tT ^KhH 
tiiHiA ^Hqfq^ ^ ^ijoif q^ q>^ qiVft I q^q qi?^ ^ qqq ^3Tr Fi q^, qq srrtq ^ 

^ftqfspfr q>^ ^ qq? ^J?RT q^ 'jqtqft I ^ (3TTi ^fq) % qqilflq qqq 

q?> qM ^ ^M)cHfl-^3^|c^^<d qq qqW ^sqqqr i % ^ (3qi ^) % fm q^q^it 

3nqT^ ^ qqtq 1^4 1 ^ -h^mi I 37tqfq % ^3Tq qqq> ^ ^ (3Tli ^ftqp^ 

q^lfeql^lv4Hq5^^q^^^|c^V4et^ci!^ 6qqwiq?t^^7%qt l 

2 ^WsT sftr 

2.1 ^iqi<ur-'^q>Tfe'Hi^H 3Tqq(i^r*4ichdmlq^q^ ^^?m^ %f^qq^^ I <jq^^ 
qqFH^«^Rqqqqtqiqr«qqnT iq> wqqqt^ wqqqiF^qj^Fi w mqqrqqqqq ^pqqqtqfTTrtcr 
q^ ^ ^ “q^ I ^ farHqlm 3?^qTnf qq^ q^ q^^qqnft faq i q^dNl ^ 

^ 3T^qqT 4 qfq q ^ I q)ifHq>1 q?^ ^RdMd aft? oi|c|^i altr ^ 

q>rtq^%feiqqq^#ft I q%^3ft 3ft7 % qiFfT q^q# 3^t7 qj^ if q^ q?^ ^ 
^qjfqq^ %fm ^^ <iM^qrT f1m 1 I cJM^4dTq3frrWqq^q>i4 

4 ^jf^qr ^ qqr ^iq% ^ q?FT q fqq?^ qr ^iq4 3?^^T^qt^Tq^qqFT®Tq?nqqTq^i qjiftq^q^qq^qcr 
f^‘Sq>^%q^ 3^17 ^'kii'^ '5Mci«q q>li^ ^iq*l i i^Pln)^! mR^< ^ 'ShWIm qi^R%f^^qif fqjqi qrqqr I 
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mm 


Z ^ #7T I ?diU^\u\ ^ ^ ^ ^ 

I 3^tT c»tjJXi4iT^., odSw 

f^, nzIT mR'H^ ^ 'HIHI-^ 3fk <(d<(dlo| ^ ^ gif^, Wrftw, rT^IT 

1^^3FFMTI 

=r M ^ ^ ^ r^lMui fsb^IcbdN ^ ^ fen ^STT^HT I ^ 

3frr sFn4vi» n ^ ' t %^^ 

^fe?T '»Hi<Ml ^ 3l«jqlt^iu} ftiqr ^Tl3[f|l I 3fk 'iM'WX ^ ^^1%, 

^ 3itT ^hI i 

^5^^^et> chi^ichHm ^ ^vExft ^mlyiil, ^ 

n^T, '^I«FIKU| 3^ fn^bH-^ % 37m ^ ftfe ^ ^ I ^5^ TIP#^lt % ^ ^ ^ 

fT^, ^ifW,Ttf McbM* 3lk 37FT % Wiivi/<jMf?8(rd 3nf^ ^ 

I WiiM % 

itr ^M*?) i<^ici*i fe^Eirt^ffe fW I ^5|p^5^ ^ wtfWf % 3?tT vi«imkwi % 

>qe('Wi it ^I vm\ii ^ 3!WFfr ^T^3^ 3SftT 3T^ ^Wfll^JI Mft^ftrRT 

icTTsft a^tr ^ ^ ^rqfird ^ Msiftd 

Tgt igfWt ^ 3 I^ W T ^fn< % a^R^ fafWu] 3^ ^ ^ ^feltmi 3I^toT 

^4^ 3?^#^ 3rtfe?T fchl^f^ I 


It ^ cHlfdil rH^r^ui/oWlfeidl 37P*^RR % fei; rWT 3I?T: 


Ein- w ftfHHlui 3^^i^lftd d+nUri ^ fern # Pm 85 

3#?Tnt I 


‘ I 

3.1 Iccpm 

1 

I lf wR <fai fl HMW aftr ^fanni <i»j»<« t 

! i 

(i ftw^Cfe^sttor); 

(ii) ^8r^»^iR^, 

(ii i) m 3fftT ?TM w^y ^ 

(iv) i^^ATZFf 3 p||t^i^, 

(') 8<WH ^d ^^ 304% %^); 

(\i) fiftRT 304 % 4iHc^^ Wld %^); 



5 


[Hmn—^”¥^0] 

(vii) 

(viii) (^ 4jld %^); 

(ix) (^304% ^h^« 4^^ %¥#); 

(xi) '»ici/'»l^ , . 

(xii) * 1^1 ^T *j?i tiloi ^ ^ 

^H?f,^ vifdlsb^l nfl ^ 3ft?: 

(xiii) mi 3flT 4flH cf^ ' ^ ^tt#t; 

ii«rcit 3flT '*^ % ^|ti 3itT <hwI"'S 1C1M 3ftT 311VIT 

3.2 ^!eidlrtl<WU| 3q*nn: m 3fq*fFT ^ rnnSifeitt #ft: 

(0 

(ii) # 3?OT-3iHM Vl<Wdl3?f 3ft< 4<f) ;!Wrtr!r3if 

(iiii) “4 wwwi3Tf /#¥? ?i^r3#ii^ 3ftT csn^tm ^lilrt^i; 

(iv) nm ^mm 

fe*T*»r(v); ifMItfrff^^^ 3<wm ^ ^ l 3#5ft% 

^1 ^ ^ 344^^1 fit 3^ ^ ^ 3ftT <SH^j^ Pi^Rt^ % 

%l4 MKM I 

(w) ^^qBT ^^^^nWTrfr3fr ^Iprt»T^3ftT^?l^% 

3# " ^^ W 3fy W 3j>T ^ gm <y ^wii # ^ l ^WHffl3f [ 3ftT^^I3RTffT3Tf 

% '-dK^ ^ c^l'TOf l^nf '*^I^MI icffw 3#Nfiwf 3^ Ww?Wtf?fT3it 4 

^wBT'SIT^nTI 

3.3 3TWR3<k^T^3FJ»Br: 

^fFI^RTWR^ 3|^i?B% ^ 37BH 3flf ^«MU| % PwH ^ '^[«P¥ ^ '»TH'<ir I 



(i) 3M^ W gidMto M I 

(ii) IWkrtHS* I TJWR% R^ ^ I 

(iii) f^fri S^i 

(iv) I 
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(^) ^li^n ^ ®hl I 

(^1 M'hK ^ hihciIm 4lf^«t> 4 I ?f41 3^4 

ivllffech 1FR 4 ^ HIIJ I 

^??TfIT W'^riUf 4w ’Hftm 4 fqfta M»ncil % 3 T 5 RR ^STT^nT I 


(n)i 

Wi 


3.4 4^, fefe^n wm, Tftf^ 34 t 3t^^: 

j 


(i) rNttwft; 

(ii) f^Eiz^ 

(iii'i 

(iv] ^Pnfei; 

(v) 

(vi; 

(vii) ^^42iR^%^%?!#(^^f^fr4n4^Tji); 
(viii) ^fjf 

(ixl ^T%R Y^'=b<^I<<=H 

(x) | 

(xi) i 


(xii) % 
(xiii) ^ 


^iT^“ ^ 'H^d 0 ^ 61 ^; 


(xi\() fei 

3tt5f42i 55 ^4teT^ ^3q^m^RFTr^WTTi ^ 


f4^3TTi^ 

fzoTjrr: ^3^^^ ^34T3T^R^mwifd^3TT^ 

j 

3.5 jTn?H|(44^) 


rHH|4foldjaTraR 3ftT ^gftWFt 

; I 

(i) I f4^ 34? 45R^ ^ (4? 304 m ^4^) i 

(ii) I (4^, ^ 34T4rT 

(iii) 'l (TPfr ^ ^%44) i 

(iv) | ?R?T3ffT4PFTR4k 

(v) I 4w4teT 


I .«■ Ill h wimiiitillltiN''' > 


I I. l,|IIHEWj»|t (.ll: IM 


( |l I |ii HI 1.^1 t 


liltlHKII '..NIK ■I. 






[HI Tfll—Ta^i3(i)3 _ . ; : _ HWg ^ 

20 <S{^^ ^ 3ftT 3FT^^MH 

nI^I , ^eiife^ atftr 3Ry TTftmf, faM»fa4i aftr ^ ^ ^ #n i 

feoitjr: 

( 1 ) ^ 

(2) V ^ #ft I ir^ *3qtW % 1^ ^ ^#cT, 

5I<t>!VT Vllftd 3ftT ^ ^ ^ ?F!T ^t*1T \ ^ 

iH HfafisRI 3TmTT ‘ <iM W 3lk «»><>j 


(i) ftrespirt^ (Ha^ 

(ii) % 1^ 4>ciefl ^ ^ <s(^a) 

(iii) ^q^qrg^/c^n^limT - 

(v) ^yi)H 

(vi) Ph^< <5H't><'J| 

(vii) 


3mTR4i^mH%f^20 ^ Tjter ^ ^ ^rri-aim# afk <N^<i ^ 

37^^^^'3*7^I®T^>TFTr^*ntTnTI ?TFR 


3.7 31^^ :- - ^ 

'JTmR >iMH«ri6r^RTt ''ilipfl- 

(i) ^3®TT ^fd^b dfed ^ 

(ii) wRhc^i^ ycii^#En 

(iii) ^ 3thr 31^^ ^ 3^T ^ 3T^M w im ^ ^ i ^ ^ fesT 

^?%rT c(l^ W«i^ 

(iv) rH^/+r<idl^ I 

(v) 

(vi) ^ 3nq^Hcr>ni ^ I 

(vii) K0)n cf^, Pi>cTi</Pt>v»i< 4^^ i 
(viii) 

(ix) rn^ji^3nf^%i^^TT^ 

(x) ^ ^a%?T «[R ^ TO ?T«ir i ‘ , 

(xi) 
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^ ^ ^ "sn^nr i 


3T^HFT^3riWFfrT: ^ 

3T5*fFT ar^rTT fn^fild ^ I 

37^^!!^ ^ Tl^ ^ ^ ^ 37^f^ % ^niinT 

aftr wi ^ ^ arftr^ ^ 3 ^ wr 3 t^^ 

"Sf^3 ^^^[TT%hi^H^ ^^|q[ 'jiii»«uI 

^ifer ^ H 1^1^ ^#?T ^jfl^ ifer I 

3M^cM 3Mch^u|l’^#rr^pi^^4^^mTT7ftl 
3Mn«? =h<i^ I 

3flT c^qRiM ^ 3Hcl^ I 

«wi(^<fi Mm mpx: 

1 ^:- "qf^ 4 T^ ^mm wm ^ ^ itm 1 3 i^Mlfed 

r % rH4:<«ii'fft5T ^ ^ mrn ^ ^ 3 ^ ^ ^ ^ i 

^ ^f%n ^ihUi41 3 ^ ^^nr wr ^ Tpwm ^ 

piFT 37^1^ % ^ ^ J^uid^i ^ I 37^f?TTT 3rqT^ ^ l^nrTT % f^ «ft 

W 3^ 3^^1'l 3^c(i^'^ Pl’^lRd ®h^*ll I 

qFT%^ rdHr^fyd #^:- 

^ <]Pr<^dl 3jk ^ 3^ cwfel ^ 

WM ^ ^ TT^ rWlftvi T1«IT ^ ^iMfu^l ^ 

^^4l<^d cf><dl I 

m ^ wm, ij'TO^T 3f(T ^pcTT ^ ^f{m ^ft^tt aftr ^ ^pr^ret ^ trtiM ^ 

WI'DK ch^*) f^'^>lf<^fl <^*il l^f^d cf^llirli) 'dlHilldl ^ 34'^4)<^d «t><dl I 

^ H«s[d^l ^ ^dK ^dl 3ftT fsrf^lTF^ <^dU dH^<l ^ 3^% viqVl ^ 

^(d<(sllcj 3TTi^%^3f^^f^33RTI 

%rT TTld^ % 3T^^ tTT^, ^d<'J|)' 3f)T ‘'WIMRi^I ^ a^-f^llRd ^ I 

'Hl’il % «^Vt)<’J| 41^4151^1 <^»ii/PicMlisrl <^»ii I 

Rftn# 3ftT3d^r^ '^^]W|ddl'^^?t^j^^i7m^ ^'^1 ^fd^f ^ f^FftcT ^J?3T I 

^ ^IhRi^I, ^^TR 3rqT^, 3n%THf, 4^IHfi^^l % ^ HlH)ci< 

T3TI 

■H!<;1 ^ qqiRic^ ^ r^l«»>Nnl 3lk^3^T^^'3^7T^'33FfT/3?^?rFrT^;^, oTR^ 

ilnfll^l cT^ 33% 3H^dd f%?313 3|^9t^ d^^dl I 


■i: '*■ liil.Wi.nilMillllllNI'' ' 


i"i-wM»WO-i*»ii 


.. :|lil|l^|ll' < II > <:> Di Ml I 


iiNm .i 






[wrn—’qpgyi)] 
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4.2 3lW^, ^ihW 3Trf^ 

W 3?^R)feT I a«r>'flcn) ^ST^fJ ^ ^?ST 

3^^?T«rT 

?WT ^ ^ ^ ^ ^ ^ ^ ^ I 

4.3 THH^Rdr ! ^ 

(i) 3 T!g RN m ^ M»kl«lf^4i 

(ii) to^qm 

(iii) ^TiH^BqRZR 

(iv) \-4^^(m 

(v) q^n^i '^4^^ 5 <^q^lPi«ll> ^cii 

(vi) riki c(l^ ^ 

(vii) ti45i 
(viii) ^ 

(tx) ^^i<«lW|lfl 

(x) <HMMc^4>HIM1 ' 

(xi) M^+ii«r> 'dq'W>'( 

(xii) Tfti|?rTte 
(xiii) ^*«iq>lH 

(xiv) ^'*1 

(xv) 

(xvi) 3ni?Tt^wk®T^N5r 

(xviii) 

(xix) 

5 .. TO ft wp =nft 

5. l^WT -a^v^iq ^ ^qR^d • 

(^) 3f|T?pipjf % WT ^ W^im PfHrHfiarl ^ 

^rfh- 

1 dlMHH 

'bj4sfilci ^iqcqJ ^MRq^'i/^In/’iqi ^^ I 

(ii) ^ ^ M\HTiim\ TPiW ^ ■5TT# rm 3ftT wnr % ^ amr 

'HiqMi I 

(iii) ^wUiqj MI<^m1 3 ^ q^v*flc|1', 3n^^i^rl #fl ! 

-(iv) 3tct>|4Pie»> cfjiaJPiqi ^151 I 


3^59^/04“^ 
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jn^-ifdfeld 71^ 3iPiq(4 ^ ^ 

i (i) i 

I 1 

I (iii>Tf^T^^lf^WifwWTWf^^3Tl?fTt eft 


irr^t chl<i'ii^i«f)1, ’iki'd 3TTi^ ^ i 

qxit % 17^ ^ 3Tr^ ^ ^ HR, 3n^ 1^ HIT HR HJT fmT^ ^ftcT WT HJT 


I HR, RftrTT RHFH/ HJT T^IR, RW^T fM^ HHT RHH ^ifeH rRT HR 

i f^HTHHRRT^TiT | 

! 

5.|2 3RfefRHRift “ HRlft % HR HH% HJT fHHRT HRR ^ 


5.3 HHfHSfR HR^RT - HR^RT H^afi ^ TR^T it #ft HHT 

fciiH^vnl % ^ I ^ hr^rt ^arf % arcTThr iRfer ^ ft a^tr Hiftn ft 

^jft cRTIh^ Hf;^ ^ 3T^ CRF I HIHfll^ % HR fHHHH HRR ^ ^ 

upi^ 41 |i ^ hrt arNMr % HR^ 4, ^ sMn^ hjt ^ h H5^ fH ^rht % hr 

1% fRH HHR®7‘^HR/aFJTf?rTH IhRT HTRTT I 

5|4 - HR^Rt ^RHT H^aH ^ XRjf^ ft ^ ^ HfecTT % 37^?R #ft I 

H ( H[lt^i I ^^cK< HHiafl % 3tRtrT IR^, ft HHT HfWn ft ^ HHT H^ Hf’^ ^ 

aijc^ -^rfeH 7t^ I HR^Rt % hr fHHTR HRR 4 hT ^ ^ ^ t 1 HrW HJT 

H’|)i^l«l '5!^ 't^§4 % IrH fHRT HTRIT TtrFHHH? "HlHFf a^ ^ anf^, f ! 


5^5 rc(rH^^ I%3H^!S^ I^^^HHTH^afi 3^tTHH^^RRfeTHI^t, 

HT^H % ^ hr HTR IRT fn^feRp^RT 1^ HTiTTTr a^hT TH^^RH ^atrf % 37rrt?T HTfecT 

air fen ^TRHT afk h^ HfH^ ar^ ^ ^g#rrT tm rrhi i rtH % ^ F# °itr 

?RTT%rr IhRT RKRT afk Rfef 7%H HHfI % fe^ HH aPFjqiRH fHRT RlIRT 

^^^nfed i ^fefe 11 







6. mRh^I : 

6.! 


1^ ^ 3ftT ftjziT I ^n*Rft ^ WfW! fe^IT ^3»m>Tr ^ rR) ^ 

<jrHi<^ ^ PitrfI % 1^ '»fldl( ^1 

(^) 3Fiif?T fefT^ 3ftT Mfsb^lli ^ yiHfi?x|d ^pM 1^ ^ ^ 

'ij'i’OWKd ^ I 

(n) ?iTqTFrTR3T^^^^ 

Pmi^3?mHf4 Mfufetd Pt>lJ I 

6.2 d-Jfbi(ui iHHi«l : 

(^) d ^ 4 ^qR I ^ ^?fe?T ^ W ^ til5»»<<i 

^ 'ill'll 'SH^®fn ^1^ "SHd*^ *f>il*ll '*11^*11 I 

{rs) y^^dd 'id^d4rTl'*H<6 3<k I 

iy\) ^ y % srraBf, ^rf?H5r3if 3nl^ ^ 

<H^') d<^ «il^, ^n^nr ^]f^ Pt)^i '»1l^^ll i ^ id^f^d 

'>11^*l1 I -! f 

(^) % WT # d-ichi”! 3?nt^, ^ 4j|^^*;j4^r 

'H^ftd d^l eb^O I 

(^) ^ <jpMn ^ ^lfefel?Tftp^«n^nT I 

(^) Tic^ite^ aitr 3 pt ^ifern 3jtT ^ 

I 

6.3i w^: 

W^m d«+»dli6 <«^dHViM ^ folfid^i ^ ^ ^ ^SfRft t I 

4^ftdl ^ fefdfw yf*^|/?«i<RT ^ '»1l^*^1 I 

6.4. a^fc^rnfM^ : 

folfHfHd ^ sitr ^ ^ ^#t fWT 3^^ VIcWkII ^rtr^T Hr<u|lH 

3Ti^JHMd' 3X ^ ^ ^ftcf ^ 6 X 

^^^^1 3TWT ^ I STcp^oT^ Tjnt ^ 

^ f^4l '*11^*11 I 


6.5 3sNfe ^ rnfcltd m)h) 
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MINISTRY OF HEMJH AND FAMILY WELFARE 
NOTIFICATION 
New Delhi the 31st October, 2006 


G.S.R. 678(E). —Whereas certain draft rules further to amend the Drugs and Cosmetics 
Rules, 1945 were published, as required by sections 12 and 33 of the Drugs and (Cosmetics 
Act, 1940 (23 of 1940), in the Gazette of India, Extraordinary, part 11, section 3, sub 
section (i), dated 2 August, 2005, vide notification of the Government of India in the 
Ministry of Health and Family Welfare (Department of Health), number GSR 521 (E), 
dated the 2 August, 2005, for inviting objections and suggestions from all persons likely to 
be affected thereby, till the expiry of a period of forty five days from the date on which 
copies of the Gazette containing the said notification were made available to the public; 


And whereas, copies of the said Gazette containing the said notification were made 
available to the public on 3^^* August, 05. 


And whereas, objections and suggestions received from the public on the said rules 
have been considered by the Central Government: 


Now, therefore, in exercise of the power conferred by sections 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940) Act, the Central Government, after 
consultation with the Drugs Technical Advisory Board, hereby makes the following rules 
further to amend the Drugs and Cosmetics rules, 1945, namely:- 


1. (1) These rules may be called the Drugs and Cosmetics 

( Amendment) Rules, 2006. 


(2) They shall come into force on or after two years of their publication in the 
Official Gazette. 


1. In the Drugs and Cosmetics Rules, 1945, for Schedule M-1, the following Schedule 
shall be substituted, namely:- 
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SCHEDULE M-1 
(See Rule 85-E (2) 

GOOD MANUFACTURING PRACTICES AND REQUIREMENTS OF 
FtREMISES, PLANT AND EQUIPMENT FOR HOMOEOPATHIC 

MEDICINES 


1.1 GENERAL REQUIREMENTS 

i 

1 1.1 Location and surroundings.- The premises shall be situated at a clean place 
1 which ^hall not be adjacent to open drains, public lavatory or any factory 
I producing pollution of any kind, garbage dump, slaughter house or any other 
source likely to cause contamination from the external environment. The 
i premises shall be located away from railway lines so that the performance of 
sensitive electronic equipment is not affected by vibrations. There shall be no 
open drains inside or outside the manufacturing premises. It shall be so 
designed that the entry of rodents is checked. The drains shall facilitate easy 
flow of the effluent and shall be cleared periodically, 

i 1.2 Building. - The premises shall not be used for any purpose other than 

manufacture of homoeopathic drugs and no part of the manufacturing premises 
i shall be used for any other purpose. Other facilities, if needed, could be 

j provided in separate building(s) in the same campus. Crude raw materials, 

packing materials, etc. shall be stored and handled in places ear marked for 
them and shall not be taken inside areas where critical operations of 
■ manufacture are done excepting processed raw material. Heating, washing, 

I drying, packing and labelling, etc. wherever needed, shall be done in dedicated 

i ancillary areas adjacent to the manufacturing sections concerned. The walls and 

I floorings of manufacturing areas shall be smooth and free from chinks, cracks 
1 and crevices and shall be washable. The design of the windows, windowpanes 
and all fittings shall be such that they will not facilitate accumulation/lodging of 
dust and other contaminants. 

(a) Rooms. - The rooms shall be airy, ventilated, and maintained at 
temperatures which are moderate and comfortable. Sections which are 
: required to be sterile, air- conditioned and provided with air handling 

systems shall be designed accordingly. All sections shall be free from 
j insects, birds, rodents, worms etc. and suitable measures shall be taken to 

prevent the same from finding ways to the sections and equipment. 
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(b) Water. - The water used for manufacture of drugs shall be of the quality as 
prescribed in the rules or in the Homoeopathic Pharmacopoeia concerned, 
as the case may be, and shall be prepared from pure drinking quality water, 
free from pathogenic organisms. 

(c) Disposal of waste. - Effluents, organic and inorganic wastes shall be 
disposed of in such a manner as may be prescribed in the laws pertaining to 
pollution control and if no such law exists in the place of manufacture, they 
shall be rendered harmless and' shall be disposed of in such a manner that 
they are not hazardous to health of the public or cattle or plants. 

(d) Factories Act. - The provisions of the Factories Act 1948(Act 63 of 1948), 
as applicable shall be adhered to. 

(e) Medical services. - All persons concerned with any activity pertaining to 
manufacture of drugs including handling of raw materials, packing 
materials, packing and labelling of drugs, etc. shall be medically examined 
for fitness at the time of employment and subsequently at periodic intervals 
and records thereof shall be maintained. 

(f) Safety measures. - First-aid frcilities shall be provided in such a manner that 
they are easily accessible and the staff shall be imparted knowledge and 
training in first-aid measures as may be needed. Fire control equipment in 
suitable numbers shall be provided at easily accessible places near all 
sections including stores and warehouses. 

(g) Workbenches. - Workbenches suitable to the nature and quantum of the 
work involved shall be provided in all sections. Such work benches in 
general, shall have smooth, washable and impervious tops and the parts 
shall not be rough or rusty or damaged otherwise. 

(h) Container management. - Proper arrangements shall be made for receiving 
containers, closures and packing materials in' secluded areas and for de¬ 
dusting the same, removal of wastes, washing, cleaning and drying. Suitable 
equipment shall be provided as may be needed, considering the nature of 
work involved. Where soaps and detergents are used to wash containers and 
closures used for primary packing, suitable procedure shall be prescribed 
and adopted for total removal of such materials from the containers and 
closures. Plastic containers which are likely to absorb active principles or 
which are likely to contaminate the contents may not be used. 
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j Glass containers used shall be made of neutral glass. The closures and washers 

I used shall be of inert materials which shall not absorb the active principles or 

i contaminate the contents or which may otherwise be likely to cause 

I deterioration of quality. The containers, closures and packing materials shall 

5 protect the properties of the medicines. Tablets, if blister-packed, shall have 

I secondary protective packaging to protect the medicines from moisture, odour 

I etc. Neutral glass phials and epoxy-coated closures shall be used for eye-drops. 

Transparent plastic containers may be used for eye drops containing only 
i aqueous preparations. Sterile plastic nozzles may be provided to eye drops, 

! I separately along with the medicine, whatever needed. 

i i 

[ 2.1 PLANT AND EQUIPMENT - 

i i 

1 1 

; i 2.1 General. - The design of the plant shall be suitable for the nature and 

i quantum of the activities involved. Equipment shall be installed in such a 

j manner as to facilitate easy flow of materials and to check criss-cross 

!; J movement of the personnel. The entry to all manufacturing sections shall be 

I regulated and persons not associated with the activities in the sections shall not 

I have access to them. There shall be arrangements for personal cleanliness of 

■ workers and toilets. These shall be separate for men and women workers. There 

i shall be suitable arrangement, separate for men and women, to change from 
their outside dress and footwear into the factory dress and footwear. Uniforms 
; j of suitable colours and fabric which facilitate proper washing and which do not 

shed fibres other contaminants shall be provided. Suitable head-covers and 
I I gloves shall be provided to the workers. The manufacturing premises shall not 

I I be used for dining. There shall be separate area for the personnel to take food or 

: j rest. Toilets shall not be located in or adjacent to any of the areas concerned 

I ! with any manufacturing activity. Spitting, smoking, chewing, littering, etc. in 

the manufacturing or ancillary areas shall not be permitted. Standard operating, 
I practices (SOPs) for cleaning and sanitation, personal hygiene of the workers, 

I I general and specific upkeep of the plant, equipment and premises and every 

I j activity associated with manufacture of drugs including procurement, 

j quarantine, testing and warehousing of materials shall be written and adopted, 

i I No person with any contagious disease shall be involved in any of the 

j I manufacturing activities. There shall be proper arrangements for maintenance 

j of the equipment and systems. The performance of every equipment and system 

I j shall be properly validated and their use shall be monitored. Dos and don’ts in 

i the matter of the use of the plant and equipment as may be applicable shall be 

written and displayed in all places. 

There shall be separate dedicated areas for each ancillary activity such as 
receipt, cleaning, warehousing and issue of raw materials, packaging materials, 
i containers and closures, finished goods etc. Adequate measures shall be taken 
: to prevent entry/presence etc of insects, rodents, birds, lizards and other 

I animals into the raw material handling areas. Every material shall have proper 

identification and control numbers and inventory tags and labels displaying 
i status of the quality being used, etc. There shall be proper arrangements and 
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SOPs for preventing mix-up of materials at every stage of handling. There 
shall be separate arrangements for handling ^d warehousing of materials of 
different origins. Materials with odour shall be kept in tightly closed containers 
and shall be well protected from other materials. Fresh materials and odorous 
materials shall, preferably be stored in separate dedicated areas. Where bonded 
manufacturing and or warehousing facilities are required as per Excise laws, 
the facilities required shall be provided without compromise on the 
requirements specified above. 

A well-equipped laboratory for quality control/quality assurance of raw 
materials and finished products and for carrying out in-|M:ocess controls shall 
be provided. 

2.2 Personnel. - Manufacture of drugs shdl be under the control of approved 
technical staff that shall possess the qualifications prescribed in Rule 85. 

3. REQUIREMENT OF EQUIPMENT AND FACILITIES: 

'S.lMothertincturesandmothersolutiGns- 

The following equipment and facilities shall be provided: — 

(i) ^ Disintegrator; - 

(ii) Sieved separator; 

(iii) Balances, weights and fluid measures, all in metric system; 

(iv) Chopping table/board and kni ves; 

(v) Macerators with lids (all made of stmnless steel of grade 
304 or neutral glass); 

(vi) Percolators (all made of stainless steel of grade 304); 

(vii) Moisture •determination apparatus; 

(viii) Filter press/Sparkler filter (all metal parts.shall be of 
stainless steel); 

(ix) Mixing and Storage vessels. (Stainless steel of grade 304); 

(x) Portable stirrers (Rod, blades and screws shall be of 
stainless steel); 

(xi) Water still/water purifier; 

(xii) Macerators and percolators for preparing mother solutions 

of materials of chemical origin. These shall be of material, 
which will not react with the chemicals, used and which do 
not bleach; and 

(xiii) Filling and sealing machine. 
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The Area and facilities for manufacture of mother tinctures and mother 
solutions shall be separate and shall be 55 square meters for each for basic 
installations. 

3.2 Potentisation section. - The section shall have the following facilities: 

(i) Work benches with washable impervious tops; 

(ii) Facilities for orderly storage of different potencies and back-potencies of 
various drugs; 

(iii) Suitable devices for measuring and dispensing of potencies/back-potencies 
into the potentisation phials; 

(iv) Potentiscr with counter. 

An area of 20 square meters shall be provided for basic installations. 

Note - 

(a) The requirement of potentiser is not mandatory. The process may be 
done manually also with proper SOPs. Potentiser, if used, shall be 
properly validated and shall be calibrated every time before 
commencement of work for proper performance. 

(b) The manufacturer -shall use back-potencies procured from Licensed 
manufacturers and the firm shall maintain proper records of purchase or 
shall prepare own back-potencies. Every container of potencies and 
'back-potencies shall be kept properly labeled and there shall not be mix- 
up of different medicines and different potencies. 

3.3. Containers and Closures Section. - 

Separate area for preparation of containers and closures shall be 
provided, adjacent to the potentisation section. This area shall have the 
following facilities: 

' (i) Washing tanks with suitable mechanical or hand operated brushes; 

(ii) Rinsing tanks. Purified water shall be used for rinsing; 

(iii) Closures washing/macerating tanks; 

(iv) Driers; 

Note; 

(a) Different droppers shall be used only for each different medicine and 
different potency. 

(b) All measures shall be in metric system. Measures used shall be of 
neutral glass. Metal droppers and plastic droppers shall not be used. 

(c) Glass droppers shall be reused only after proper cleaning and 
sterilization. 

(d) Potentisation shall be done by the method(s) prescribed in the 
Homoeopathic Pharmacopoeia of India. 
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3.4 Trituration, Tableting, Pills and Globules making sections. - 

The following basic equipment and facilities shall be provided:- 

(i) Triturating Machine; 

(ii) Disintegrator; 

(iii) Mass Mixer; 

(iv) Granulator; 

(v) Electrical oven; 

(vi) Tablets punching Machine; 

(vii) Kettle(steam or electrically heated) for preparing 
solutions; 

(viii) Driers for drying granules ^ tablets; 

(ix) Sieved separator (stainless steel); 

(x) Tablet counter; 

(xi) Balances; 

(xii) Coating Pan with spray-gun; 

(xiii) Multi-sifter; 

(xiv) Mill with perforations. 

An area of 55 square meters shall be provided for basic installations. 
The area shall be suitably divided into cubicles to minimize cross 
contamination, mix-up etc. 

Note: 

The section shfdl be free from insects, worms, rodents dust and 
other floating particles and moisture. 


3.5 Syrups and other oral liquids section. - 

The following basic equipment and facilities shall be jM*ovided:- 

(i) Mixing and storage tanks, (stainless steel of 
grade 304); 

(ii) Portable stirrer (rod. blades and screws shall 
be of stainless steel); 

(iii Filter press/Sparkler filter (all metal parts shall 
be of stainless steel); 

(iv) Filling and sealing machine; 

pH meter. 

An area of 20 square meters shall be provided for basic installations. 
The section shall be fiee from dust and other floating particles, cobwebs, 
flies, ants and other insects, birds, lizards and rodents. 







(1) Adequate number of workbenches shall be provided. 

(2) Visual inspection table shall be provided. This shall comprise 


of a colour contrast background with lamp for providing 
diffused light, mounted on a suitable table. 

3.6 Ointments and lotions section- 

The following basic equipment and facilities shall be provided:- 

(i) Mixing tanks (Stainless steel) 

(ii) Kettle (steam or electrically heated) for preparing solutions 

(iii) Suitable powder/planetary Mixer 

(iv) Ointment mill/colloidal Mill/Emulsifier 

(v) Filling and sealing machine/Crimping machine 

(vi) Filtering equipment. 

(vii) Balance and weights 

A minimum area of 20 square meters shall be provided for basic 
installations. An ancillary area for washing vessels and equipment shall be 
provided. An ancillary area for heating purposes shall also be provided. 

3.7 Ophthalmic preparations section. - 

The following basic equipment and facilities shall be provided: 

(i) Hot air oven, electrically heated, with thermostatic control; 

(ii) Laminar Air Flow bench; 

(iii) Air Handling Unit with HEPA filters to provide filtered air 
and positive pressure to the section and air-locks; 

(iv) Ointment mill/colloidal Mill; 

(v) Mixing and storage tanks. (Stainless steel of grade 304); 

(vi) Pressure vessels, as may be needed; 

(vii) Sintered glass funnels, Seitz Filter/ Filter candle; 

(viii) Vacuum pump; 

(ix) Filling machines for liquids ointments etc.; 

(x) Autoclaves with pressure and temperature gauges; and 

(xi) Necessary workbenches, visual inspection bench, etc. _ 

Area: Minimum area of 20 square meters shall be provided for basic 
installations 


Note: 

1. The section shall have a clean room facility of Class 100 specification. 


T 
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2. The section sh^ll^ air-H:onditi6ned 2Uid^unU(tity c(ml7<^M. 

J, Bitiy to the sec^iu shall he r^ulat^ through air-locks with 
d^Sereh^ air press^r^. with: M~lock ^jaceitt |to the section having 

high^ pressino and the one thipu^ which ehtry is made with the 
least pres^e.: j 

4. Materials shall be passed to the sections through suitable hatches. 

5. The personnel sl^l wear sterile clothing incluthng headgear, M^iich 
shall not shed fibre. 

6. Washing of phials shall be done in sepaiaie areas with proper 
equipment. Proper fecilities shall be provided in the area for washing 
vessels. 

7. Separate area shall be provided for packing and labeling. 


4. QUALITY CONTROL DIVISION: 

4.1 Functions. - A separate qiudity control division shall be provided in the 
premises. The section shall be under the control of an approved technical 
officer, independent of the manufacturing division and directly responsible 
to the management. The section shall be responsible for ensuring the quality 
of all raw materials, packing materials and finished goods. The section shall 
also carry out in-process quality checks of the products. The section shall be 
responsible for the stability of the products and for prescribing their shelf 
life wherever £q)plicable. 

The functions of the division shall include:- 

(1) To test the identity, quality and purity of the raw materials 
and to recommend rejection of the material of poor quality 
and 2 q)prove materials of the prescribed quality only. 

(2) To test the identity, quality and purity of the finished products 
and to recommend rejection of the material of poor qu^ity 
and to ^prove materials of the prescribed quality only. 

(3) To prepare and validate the methods of analysis, validate the 
equipment, monitor their use, take steps for proper 
maintenance, etc. 

(4) To approve or reject containers, closures and packaging 
materials in accordance with the prescribed norms. 

(4) To exercise/carry out in-process control of products. 

(6) To prescribe SOPs on all matters concerning quality of 
nvaterials and products. 

(7) To monitor the storage and humlling of raw materials. 
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finished products, containers, closures and packaging 
materials. 

(8) To investigate complaints on quality of products and 
take/recommend appropriate measures and to examine 
returned goods and recommend their proper disposal. 

4.2 Personnel. - The quality control staff shall be full-time personnel. Analysis 
and tests of drugs, raw materials, etc. shall be done by qualified and 
approved technical staff. The technical staff shall have the minimum 
qualification of degree in Homoeopathy Pharmacy or Science with 
Chemistry or Botany as the principal subject and experience of not less than 
two years in the test and analysis of medicines including handling of 
instruments. 

4.3 Equipment- The following equipment shall be provided:- 

(i) Microscope of suitable magnification and 
photographic device; 

(ii) Dissecting microscope; 

(iii) TLC apparatus; 

(iv) UV lamp viewer; 

(v) Monopan Digital Electronic Balance ; 

(vi) Hot air oven ; 

(vii) Distillation apparatus; 

(viii) Water Bath; 

(ix) Polarimetcr: 

(x) Refractometer; 

(xi) Melting point apparatus; 

(xii) PH meter; 

(xiii) Magnetic stirrer; 

(xiv) Table Centrifuge; 

(xv) Muffle furnace/electric Bunsen; 

(xvi) Moisture determination apparatus; 

(xvii) U.V. Spectrophotometer; 

(xviii Rotary microtome/Section cutting facilities; 

(xix) Tablet Disintegration Machine. 


5. RAW MATERIALS:- 

i 5.1 Raw materials of Plant Origin- 

(a) The raw materials of plant origin used for manufacture of drugs shall be 
I of the following specifications- 
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(i) the materials shall be those tecently collected and dried ^d shall 
be free from moisture so as to eliminate the risk of deterioration 
and infestation with pests moulds, etc. The materials shall be 
collected when the atmospheric temperature is suitable where its 
active constituents are not changed/damaged/destroyed; 

(ii) when fresh materials are to be used, the time lapse from the time 
of collection to use shill be mihimized to the extent possible; 

(iii) the materials should be t^eh from healthy plants and shall be free 
from parasites, moulds, etc.; 

(iv) the materials shall b6 free of inorganic or organic foreign matter; 

(v) when dry materials are procured, they shall be from healthy plants 
and shall be in un-processed form, free from all extraneous matters 
such as fungus, insects, moulds, pathogenic organisms, etc. and 
should not be more than six months old. Plant materials of 
Agaricaceae, which are perishable shall be used within one week 
of Election. 

(b) To fecilitate proper identification and purity of the material and to 

exercise proper quality control of the material, the following conditions 

must be satisfied 

(i) a small twig of the plant with leaves shall be available if the part 
used is bark of the plant; 

(ii) an entire plant or part or aerial twig with leaves and some uncut 
roots/rhizomes/bulbs shall be available if the part used is a root/ 
riiizome/bulb; 

(iii) if plants with flowers are to be used, a few dry flowers shall also 
be available with the aerial twig; 

(iv) if the material used is a mould or of the plant families 
Agaricaceae, Poljqjoraceae/ amanitacaea/ Boletaceae/ 
Russulaceae, a whole specimen plant/mould shall be avsulable in 
properly dried form; 

(v) the materials shall be free from insecticides, fim^cides, etc.; 

(vi) the materials shall be in open mesh bags or in suitable material 
which permits the passage of air inside; 

(vii) each consignment of the material shall be accompanied by a 
statement of the supplier’s name; name of the plant with 
description of the part supplied; the pharmacopoeia! reference, 
place of collection/harvest, date and time of collection and 
packaging and weight. 

5.2 Raw material of Chemical origin. - They shall be of respective pharmacopoeial 
standards and statements of their specification shall accompany the materials. 

5.3 Raw materials of animal origin. - The materials shall be those collected from 
healthy animals and shall be of pharmacopoeial specifications. The materials 
shall be those collected, packed and transported under proper hygienic 
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■ ! conditions and weii protected from all contamination. The materials shall be 

accompanied by statements as in para ‘a’ above. In case of drugs derived from 
j a whole insect, bulk of such drugs along with some uncut whole insect should 

I be provided/ maintained for records. 

I 

I 5.4 Sarcodes. - The materials shall be those collected from healthy animals and 
I shall be of pharmacopoeial specification. The materials shall be those collected, 

packed and transported under proper hygienic conditions and well protected 
from all cc^ntamination. The materials shall be accompanied by statements as in 
the para ‘a’ above. The materials shall be tested to see that they are free from 
pathogenic organisms such as E.Coli, Salmonella, etc. 

5.5 Nosodes. - These shall be of pharmacopoeial specifications. As these are 
derived from diseased animals or human beings, they shall be autoclaved 
immediately after collection and preserved and transported under proper 
hygienic conditions and well protected from all contamination. Before use, 
these shall be sterilized by autoclaving and shall comply with the test for 
I sterility as specified in the Homoeopathic Pharmacopoeia. 

I 

I 6. pkoCEDURES-. 

6.1 Manufacture of Mother tinctures. - 

(a) Every material shall be identified and checked for its purity. They shall be 
cleaned and processed by cutting, chopping, etc, for use in 
macerators/percolators. A specimen of the material shall be preserved till 
approval of the product for release for sale. 

(b) The design and procedures adopted shall ensure reproduction of the 
product of the same quality every time. 

(c) Mother tinctures shall be preserved in tight closed neutral containers at 

I temperatures preferably below 25°C, protected from light. 

I 

j 6.2 Manufacture of Attenuations, - 

I 

I (a) Attenuations shall be prepared in a clean room environment with filtered 

I air and positive pressure inside suitable for the operations. 

I (b) The methods used shall be reproducible and shall be validated, 

j (c) The containers, tubings, etc. of the machines used for manufacture of 

I I attenuations shall be thoroughly washed, cleaned and dried after 

I attenuation of a drug. Regular checks shall be carried out on the materials, 

I i (d) The parts of the equipment that come into contact with the attenuation 

j I materials shall be of neutral quality and shall not cause any contamination 

I j to the material. 

I I (e) Attenuations shall be preserved in properly labelled glass containers. 

I (f) Alcohol and other vehicles used shall be of Homoeopathic pharmacopoeia 

j specification and shall be free from impurities. 

i 
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^.3 Trituration. - Trituration technique is used to manufacture drugs from insoluble 
strains. The procedure/method specified in the Homoeopathic pharmacopoeia 
shall be adopted. 

6.4 Formulations. ^ Compoimd formulations shall preferably be in liquid and solid 
forms and die potency ctf the in^dients shall be in detectable quantity 
preferably be in 3X except in case of highly poisonous mat^al and toxins 
I vriiich should not be below 6X. The ingredients shall be compatible to each 
other. Complete pharmacopoeial name of each ingredient shall be printed on 
the label along with composition. 

6-5 Medicated Insert pellets.- 

(a) Pellets shall be manufactured in clean rooms free from particulate 
contaminants. The equipment used shall enable prevention of contamination 
and cross-contamination. 

(b) The procedures shall be validated. 

7. Eaboratory Controls.- 

Tests as per the pharmacopoeia and requirements shall be carried out on 
products and materials. The stability of the products shall be establi^ied by proper 
methods. Sterility tests, wherever applicable, shall be carried out. Control samples 
fehall be preserved for not less than three years after the last sales. 

8. |*acking and Labeling.- 

A minimum area of 50 square meters shall be provided for packing and 
labelling section. 

9. Sxpiry Date - 

Not exceeding sixty (60) months from the date of manufacture. 

10. Standard Operating Practices.- 

Standard Operating Practices (SOPs) shall be developed for various 
^tivities such as receipt, identification, cleaning, drying, warehousing, issue, 
handling, sampling etc of all materials. Labels and packing materids shall be 
Examined for correctness and compliance with rules. Records shall be maintained 
fbr their printing, use, destruction etc. 







Ij l. Records and Registers. - 


Records shall be maintained for all the activities. These shall include 
records of production, records of raw materials, records of testing, records of sales 
and other supplies, records of rejection, complaints and actions taken, SOPs and 
records in respect of compliance thereof, log books of equipment, master formula 
records, records of medical examination and fitness of personnel etc. All records 
shall be maintained for a period of one year after the expiry of a batch or for three 
years whichever is later, 

[No. X-11014/5/2004-DMS and PFA] 
RITA TEAOTIA, Jt. Secy. 

Note :— The Principal rules were published in the Gazette of India vide notification 
No. F. 28-10/45-H( 1) dated 21-12-1945, and last amended vide notification number 
No. G.S.R. 579(E), dated the 20th September, 2006. 
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